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C. Suspect medication(s)
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B. Adverse event or product prohlem
(] Product problem (e.g.. defects/maliunctions)

2. Outcomes attributed to adverse event
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(mordayyn D required intervention to prevent
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3. Date of . 4. Date ot
event this report
5. Describe event or problem 7
i e
: Suspected Drug:Acetaminophen

- Reaction: Hepatitis, in setting of alchol use and unintentional
Acetaminophen overdose requiring Mucomyst

-PMH: hx pancreatitis, alcohol use

" HPI: 34 yo M presented with abdominal discomfort x past 2 days,
drank alcohol at a party and developed abdominal pain, nausea,
vomiting, anorexia.

Labs: abd US 6/8- liver and spleen appear NL, pancreatic duct at

2 way abd 6/7-NL, no ascites or organomegaly. On adm Hb 14.1,
Hct4l plt 150K, PT 149, Na 137, K 3.8, T bili 1.4H, AST 1417
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3. Therapy dates (if unknows, give duration)
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4. Diagnosis for use (indication)
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5. Event abated after use
stop or dose reduced
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H, LDH 1180H, ALT 520H, Amylase 89H, Acetaminophen level
6/8 17:40 <10

Meds: Tylenol 2 po g4h (6G per day)

Treatment: Mucomyst 70mg/kg (18.9cc) g4h x 17doses. Vitamin
K 10mg SQ qd x 3 days, Pepcid 20mg IV q12h,
Meperidine/Promethazine for pain. GI consult. Stecoids.
Outcome: 6/11 significantly improved, 6/12 asymptomatic,
discharged, was to see GI specialist in 2-3 weeks, refused to see
alcohol counselor. Is not to take any Acetaminophen or alcohol.
Discharge meds: Folate, Thiamine, Pepcid, Medrol dose pak
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7. Other relevant history, Including prulﬁﬁ*ﬁﬂi conditions (e.g., aflergies,
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wrh
reguda” gededl Lo

1. 8rand name

/

10. Concomitant medlcal products and

c\Loo

D. Suspect medxcal device

:e::a dates {exclude treatment of event)

2. Type of device
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3. Manufacturer name & address
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4. Operator of device
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D fay user/patient
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I3. Device avaiiable for evalpation? (Do not send 10 FDA)
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10. Concomitant medical
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Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178

Rockville, MD 20852-9787
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E. Reporter (see confidentiality section on back)
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5. i you do NOT want your identity disclosed to
the manufacturer, place an * X “ in this box.

4. Also reported to
D manufacturer

O
O

user facility
distributor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



